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A PP Ucant CHUGAI SEIYAKU KABUSHIKI KAISHA 



1. This international preliminary examination report has been 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of . 



. sheets, including this cover sheet 



r-1 This report is also accompanied by ANNEXES, i.e., sheets of the description, ^^^^^f^^^^ 
□ 212^ rectifications madebefore this Authority (see Rule 

70. 16 and Section 607 of the Adrninistrative Instructions under the PCT). 



These annexes consist of a total of _ 



sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 
Priority 



I 

m □ 
iv □ 
v 

VI □ 

vn □ 
vra I I 



Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



Date of submission of the demand 

26 August 2003(26.08.2003) 


Date of completion of this report 
— 26 February 2004 (26^02.2004) 


Name and mailing address of the IPEA/JP 
Facsimile No. ^ 


Authorized officer 

Telephone No. — — 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



national application No. 

PCT/JP2003/010754 



I. Basis of the report 



1 1. With regard to the elements of the international application:* 
the international application as originally filed 
\ | the description: 



, as originally filed 



, filed with the demand 



pages 



, filed with the letter of 



| | the claims: 
pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



pages 



, filed with the letter of 



| | the drawings: 



pages 



, as originally filed 
, filed with the demand 



m , filed with the letter of 



| | the sequence listing part of the description: 

pages 

pages . 



, as originally filed 

_ , filed with the demand 



_ B filed with the letter of 



2 With regard to the language, all the elements marked above were available orfimdshed to this Authority in the language in which 

1 die taxational application was filed, unless ofcerwise mdicatedunderdns itan. is: 

These elements were available or furnished to this Authority in the following language . 

□ the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
[~] die language of pubhcation of the international application (under Rule 48.3(b)). 

□ the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

3 With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 
| | contained in the international application in written form 

filed together with the international application in computer readable form. 
j | furnished subsequentiy to this Authority in written form. 
| | furnished subsequentiy to this Authority in computer readable form. 

□ The statement that the subsequentiy furnished written sequence listing does not go beyond the disclosure m the 
international application as filed has been furnished 

□ The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

1 4. n The amendments have resulted in the cancellation of: 

j \ the description, pages . 

[ ] the claims, Nos. . 

the drawings, sheets/fig 



|-| This report has been established as if (some of) the amendments had not been made since they have been considered to go 
5- LJ beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

„ Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report 
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<*t r% j linf tpr Article 35121 with regard to 
V. Reasoned statement unaer Arutw ^->v/ TT,M1 & 

citations and explanations supporting such statement 


novelty, inventive step or industrial applicability; 


1 1. Statement 

Novelty (N) claims 
\ Claims 


1-12 


, 16, 17 YES 


13-15 NO 


Inventive step (IS) Claims 


1-12 


, 16, 17 YES 



Claims 



13-15 



Industrial applicability (IA) 



Claims 
Claims 



1-17 



NO 

YES 
NO 



| 2. Citations and explanations 

Documents cited in the international search report: 

WO 02/17957 Al (Chugai Pharm. Co., Ltd.), 07 
March 2002 

WO 01/17542 Al (Chugai Pharm. Co., Ltd.), 15 
March 20 01 

WO 01/64241 Al (Chugai Pharm. Co., Ltd.), 07 
September 2001 

WO 00/51629 Al (Chugai Pharm. Co., Ltd.), 08 
September 2000 

EP 178665 Al (Chugai Pharm. Co., Ltd.), 15 
May 1986 



Explanation: 

The inventions that are set forth in claims 1-12, 16 
and 17 are novel and involve an inventive step in relation 
to the documents that are cited in the international 

search report. 

The documents that are cited in the internati ° nal 
search report do not disclose a method for stabilizing a 
protein solution preparation, which includes the feature 
of storing the protein solution preparation under magnetic 
force lines; nor do they disclose a container for storing 
a protein solution j uration, which is provided with a 
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device for generating magnetic force lines. Meanwhile, as 
a result of the abovementioned feature, the inventions 
that are set forth in the present application exhibit an 
advantageous effect whereby the stability of a protein 
solution preparation is improved due to the suppression of 
aggregate formation when the proteins are in a solution 



state 



The invention that is set forth in claims 13-15 



lty in the light of documents 1-5. Documents 1-5 
cited in the international search report disclose protein 



lacks nove 



solution preparations 
prepar at ions 
storing a 
force lines, 



or 



freeze dried protein- containing 



The documents do not disclose the feature of 
bulk-produced protein solution under magnetic • 



however, it is recognized that protein 



aggregates do not necessarily form within the preparations 



that are disclosed in documents 



1-5. Therefore, the stable 



protein preparations that are 



set forth in claims 13-15 



and the preparations that are disclosed in documents 1-5 
cannot be differentiated. 
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